Acceleratingthe Pace of ChemicalRisk Assessments Workshop
Septemberl4 - 15, 2016
U.S. Environmental Protection Agency
William Jefferson Clinton East Building, Room 1153(“Map Room”)
1201 Constitution Avenue NW, Washington DC

Agenda

PURPOSE: Theadvent of new alternative methods(NAMs)for generatingsafety informationon
chemicals providesan opportunetime totake stockof what chemicalrisk assessmentscould/should
looklikeinthe 215t century. A workshop is being convened comprisingkey internationalregulatory
agenciesandtheir science supportcolleaguesto discuss progressin applyingthe new toolsto
prioritization,screening,and quantitativerisk assessment(RAs) of differinglevels of complexity. To
date, most progressin applying NAMshasbeen in screening and prioritization,but uitimatelyto
modernize quantitativerisk assessment,thereis aneed to demonstrate how the dataandtools canbe
incorporatedinto future RAs, in particularfor datapoor chemicals. Scientificandregulatoryneedsfor
the quantitative applicationof NAMsto RAs will be identified,and examplecase studiesdesignedto
addressthem will be explored. Thecase studies will be conducted by multinationalgroups, including
the OECD, following the workshop.

DESIRED OUTCOMES:

- Commonunderstandingof current state of the science applicationsof New ApproachMethods
(NAMs), includingthe regulatorycontextand presentationof practicalexamples

- Compilationof amasterlist of chemicals of commoninternationalinterestfor ongoingand
future NAMapplication

- ldentification of potentialsourcesof NAMinformationand how suchinformationcouldbe
shared andexploited.

- Commitmenttodevelopmentandsharing of casestudies of mutual interest

WORKSHOP HOSTS:
Jim Jones, Assistant Administrator, USEPA Office of ChemicalSafetyand PollutionPrevention(OCSPP)
Thomas Burke, Deputy Assistant Administrator, US EPA Office of ResearchandDevelopmenf{ORD)

VENUE: USEnvironmentalProtectiomAgency,Room1153 WilliamJ ClintonEastBuilding,12"and
Constitution Avenue NW, WashingtonDC

Draft — Version 8, September 8, 2016

ED_001449_00000009



DAY 1 - WEDNESDAY, SEPTEMBER 14, 2016

8:30 am Registration

9:00 am Welcome
Thomas ABurke, PhD, MPH
Deputy Assistant Administrator, Office of Researchand Development
US EPA

JimJones
Assistant Administrator, Office of ChemicalSafetyand PollutionPrevention
US EPA

Robert Kavlock, PhD

Deputy Assistant Administrator, Officeof Researchand Development
US EPA

9:30 am Introductions
Tour of the tables

Experiences of ParticipatingOrganizations

10:00am The NICNAS Inventory Multi-tiered Assessment and Prioritisation (IMAP)
Program
Kerry Nugent, PhD
National Industrial Chemicals Notificationand AssessmentScheme
Australia

10:30am New ApproachMethodologies to SupportCanada’sChemicals Management
Plan
Tara Barton-Maclaren, PhD
Health Canada
Canada

11:00am CurrentChemical Risk Assessment Practicesin ECHA — Challenges and
Opportunities
MikeRasenberg
European Chemical Agency (EChA)
EuropeanUnion

11:30am Connecting Exposure, Toxicokineticsand Toxicity: TowardsAnimal Free Risk
Assessment in Food Safety?
Jean Lou Dorne, PhD
EuropeanFood Safety Agency
EuropeanUnion

12:00pm Computational Risk Assessment for Mixtures of Chemicals: The Case of
Aromatase Inhibitors
Philippe Hubert, PhD
INERIS
France
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12:15pm LUNCH (catered)

1:15pm Current ChemicalManagementand PrioritizationinJapan
JunKanno, MD PhD
MinistryofHealth, Welfare andLabour

Taisenlguchi, PhD
Ministryof the Environment, Japan

1:45pm Integrated Risk Assessment Methodologyfor Endocrine Disrupting Chemicals
(IRAMe)
Kiyoung Lee, ScD, CIH
SeoulNationalUniversityKorea

2:15pm Current ChemicalManagementandPrioritizationin Taiwan
Steve Lin, PhD
Safety and Health Technology Center (SAHTECH), Taiwan

2:30pm Introductionto Agency for Science, Technology, and Research (A*STAR)
Kenneth Lee, PhD
Agency for Science, Technology & Research(A*STAR), Singapore

2:45pm integrated Approachesto Testing and Assessment (IATA) Case Studies Project
Robert Diderich
Organisation for EconomicCooperationand Development(OECD)

3:15pm BREAK
3:45pm The FrankR. Lautenberg Chemical Safety for the 215* CenturyAct
leff Morris
Office of ChemicalSafetyand PollutionPrevention(OCSPP )
US EPA
4:15pm Case Example for Use of High Throughputand Computational Approachesin

Decision Makingfor Endocrine DisruptionPotential
Stanley Barone, PhD

Office of ChemicalSafetyand PollutionPrevention(OCSPP)
US EPA

4:45pm California’s Approachto Evaluatingand incorporatingNew Methodsin
Prioritization andRisk Assessment
GinaSolomon, MDMPH
CaliforniaEnvironmentaProtectionAgency(CalEPA)

5:15pm Closing and Considerationsfor Tomorrow
RobertJ Kaviock, PhD, USEPA

5:30pm Adjourn

6:00 pm Group Dinnerat Old EbbittGrill (separatechecks)
675 15™ Street NW, Washington,DC
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DAY 2 - THURSDAY, SEPTEMBER 15, 2016

9:00 am ReviewofActivitiesof Dayl
Robert Kaviock,PhD, USEPA

9:15 am Use of All AvailableDatain AcceleratedChemicalsAssessment
JohnR.Bucher, PhD
Associate Director, NationalToxicologyProgram
Nationallnstituteof EnvironmentaHealthSciences(NIEHS)

9:45am Developmentofthe RapidToxDecision SupportTool for21st Century Chemical
Risk Assessment
Russell S. Thomas, PhD
Director, National Center for ComputationalToxicology
Office of Researchand Development(ORD)

US EPA

10:15am BREAK

10:30am FacilitatedDiscussion: What Do Regulators Needto AccelerateRisk
Assessment?

Co-Chairs: Stanley Barone, PhD, USEPA, and Maurice Whelan, PhD, European
Commission JRC
Presentation: Mike Rasenberg,EChA

12:15pm LUNCH

1:15pm FacilitatedDiscussion: What Are the Chemicalsof Common Interest
Internationally?
Co-Chairs: Tala Henry, PhD, USEPA, andKerry Nugent, NICNAS

Presentation: Tara Barton-Mclaren, PhD, Health Canada

2:30pm FacilitatedDiscussion:How Do We DevelopShared Case Studies to Address
the Challenges?
Co-Chairs: Tina Bahadori, ScD, USEPA, andKenneth Lee, PhD,A*STAR

4:30 pm Agreementon All Action items, Timeline, and Leads
Co-Chairs: Robert Kavliock, PhD,USEPA, andJeff Morris,USEPA

5:00 pm Summary/Close
Robert Kaviock,PhD, USEPA

Draft — Version 8, September 8, 2016 4

ED_001449_00000009



